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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 9/8/08 
has been entered. 

Claims 8-13 are pending in the case. 

Specification 

The substitute specification filed 9/8/08 has not been entered because it does not 
conform to 37 CFR 1 .125(b) and (c) because: it is not clear whether the specification 
submitted with the response of 9/8/08 is a substitute specification that is intended to be 
entered. There is no direction by applicant to enter the substitute specification. There 
is no clean copy provided. See MPEP 714 as follows for methods of amending the 
specification: 
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714 [R-6] Amendments, Applicant's Action 

3 7 CFR 1.1 2 J. Manner of making amendments in application. 

(a) Amendments in applications, other than reissue applications. Amendments in applications, 
other than reissue applications, are made by filing a paper, in compliance with § 1 52, directing that 
specified amendments be made. 

(b) Specification . Amendments to the specification, other than the claims, computer listings ( § 
1.96) and sequence listings ( § 1.825), must be made by adding, deleting or replacing a paragraph, by 
replacing a section, or by a substitute specification, in the manner specified in this section. 

(1) Amendment to delete, replace, or add a paragraph . Amendments to the specification, 
including amendment to a section heading or the title of the invention which are considered for 
amendment purposes to be an amendment of a paragraph, must be made by submitting: 

(i) An instruction, which unambiguously idenli lies the location, to delete one or more 
paragraphs of the specification, replace a paragraph with one or more replacement paragraphs, or 
add one or more paragraphs; 

(ii) The full text of any replacement paragraph with markings to show all the changes 
relative to the previous version of the paragraph. The text of any added subject matter must be 
shown by underlining the added text. The text of any deleted matter must be shown by strike- 
through except that double brackets placed before and after the deleted characters may be used to 
show deletion of five or fewer consecutive characters. The text of any deleted subject matter must be 
shown by being placed within double brackets if strikethrough cannot be easily perceived; 

(iii) The full text of any added paragraphs without any underlining; and; 

(iv) The text of a paragraph to be deleted must not be presented with strike-through or 
placed within double brackets. The instruction to delete may identify a paragraph by its paragraph 
number or include a few words from the beginning, and end, of the paragraph, if needed for 
paragraph identification purposes. 

(2) Amendment by replacement section . If the sections of the specification contain section 
headings as provided in § 1.77(b), § 1.154(b), or § 1.163(c), amendments to the specification, other 
than the claims, may be made by submitting: 

(i) A reference to the section heading along with an instruction, which unambiguously 
identifies the location, to delete that section of the specification and to replace such deleted section 
with a replacement section; and; 

(ii) A replacement section with markings to show all changes relative to the previous 
version of the section. The text of any added subject matter must be shown by underlining the 
added text. The text of any deleted matter must be shown by strike-through except that double 
brackets placed before and after the deleted characters may be used to show deletion of five or fewer 
consecutive characters. The text of any deleted subject matter must be shown by being placed within 
double brackets if strike-through cannot be easily perceived. 

(3) Amendment by substitute specification . The specification, other than the claims, may also 
be amended by submitting: 

(i) An instruction to replace the specification; and 

(ii) A substitute specification m compliance with §§ 1.125(b) and (c). 

(4) Reinstatement of previously deleted paragraph or section . A previously deleted 
paragraph or section may be reinstated only by a subsequent amendment adding the previously 
deleted paragraph or section. 

(5) Presentation in subsequent amendment document . Once a paragraph or section is 
amended in a first amendment document, the paragraph or section shall not be represented in a 
subsequent amendment document unless it is amended again or a substitute specification is 
provided. 
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In addition, see 1 .125(b) as follows, which states that a clean copy of the 
substitute specification must be submitted, and that a statement that the substitute 
specification includes no new matter must be included: 

§ 1.125 Substitute specification. 

(a) If the number or nature of the amendments or the legibility of the application 
papers renders it difficult to consider the application, or to arrange the papers for 
printing or copying, the Office may require the entire specification, including the 
claims, or any part thereof, be rewritten. 

(b) Subject to § 1.312, a substitute specification, excluding the claims, may be filed 
at any point up to payment of the issue fee if it is accompanied by a statement that 
the substitute specification includes no new matter. 

(c) A substitute specification submitted under this section must be submitted with 
markings showing all the changes relative to the immediate prior version of the 
specification of record. The text of any added subject matter must be shown by 
underlining the added text. The text of any deleted matter must be shown by 
strike -through except that double brackets placed before and after the deleted 
characters may be used to show deletion of five or fewer consecutive characters. 
The text of any deleted subject matter must be shown by being placed within 
double brackets if strike-through cannot be easily perceived. An accompanying 
clean version (without markings) must also be supplied. Numbering the 
paragraphs of the specification of record is not considered a change that must be 
shown pursuant to this paragraph. 

(d) A substitute specification under this section is not permitted in a reissue 
application or in a reexamination proceeding. 



Furthermore, the amendment filed 9/8/08 is objected to under 35 U.S.C. 132(a) 
because it introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no 
amendment shall introduce new matter into the disclosure of the invention. The added 
material which is not supported by the original disclosure is as follows: Fig. 3 contains 
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new matter. The description of Fig. 3 contains new matter. The disclosure added at 
page 10-1 1 including the Table 1 contain new matter. The specification as originally 
filed does not provide support for material disclosed in Fig. 3, or the description thereof. 
This a new matter rejection. The specification does not provide sufficient blazemarks 
nor direction for the drawing. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 9-13 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The specification as originally filed does not provide support for the invention as 
now claimed: "A method for chemically modifying the RNA inside the cells of complex 
organisms comprising: 1) identifying the source of organic phosphate in the organism's 
diet 2) removing the organic phosphate source from the diet by substituting thio- 
phosphate for organic phosphate in the diet or alternatively adding an excess of thio- 
phosphate to the diet such that it effectively competes with the normal phosphate 
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present for incorporation into cellular nucleotide pools 3) feeding thio-phosphate to the 
organism by adding it to solid feed, or by feeding the organism a liquid source of thio- 
phosphate, or alternatively by injecting thio-phosphate directly into the organism"; and 
"determining the optimal ratio of thio-phosphate to inorganic phosphate in the culture 
media such that the desired mRNA(s) is preferentially stabilized and translated inside 
cells 3) determining the optimal time point to induce stabilization of the desired 
mRNA(s) via the addition of thio-phosphate containing media to growing cultures that 
results in maximal protein synthesis of the corresponding gene product(s). This a new 
matter rejection. The specification does not provide sufficient blazemarks nor direction 
for the instant methods encompassing the above-mentioned limitations, as currently 
recited. There is no support for the subject matter of the this claim. The instant claims 
now recite limitations which were not clearly disclosed in the specification as-filed, and 
now change the scope of the instant disclosure as-filed. Such limitations recited in the 
present claims, which did not appear in the specification, as filed, introduce new 
concepts and violate the description requirement of the first paragraph of 35 U.S.C. 1 12. 

Applicant has argued in the response of 9/8/08 that the parent application (US 
Patent 7,125,982) contains the newly submitted Fig. 3 and description of incorporation 
of triphosphate into whole animals and/or complex tissues. However, the material 
present in the parent application now US Patent 7,125,982 was not present in the 
instant application. Furthermore, there was no direction to incorporate by reference the 
entire contents of this parent application into the instant application. Therefore, this 
material is new matter, and cannot be relied upon to support the presently examined 
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claims in this application. Regarding claim 10, applicant refers to Figure 4 and 
sections of the parent application, for support for the claim. However, as is noted 
above, the specification of the parent application and the guidance set forth in that 
application are not available for support of the claims of the presently examined 
application, i.e. 10/679,305. The applicant must show support for the rejected claim in 
the application that is being examined, since the parent application has not been 
"incorporated by reference" into the presently examined application. Applicant 
significantly changed the contents of the parent application when the present application 
(i.e. 1 0/679,305) was filed, and the material that was changed or deleted cannot be 
relied upon for support of the presently filed claims. 

It is not possible to add an "Incorporation by Reference" statement after the filing 
of the application. See the following, which outlines how an applicant may "incorporate 
by reference" the subject matter found in another application (MPEP 201): [It is noted 
that the provision regarding "inadvertently omitted material" referred to below only 
applies to such occurrences as missing pages etc., which were inadvertently omitted by 
clerical error or mailing error, but does not apply to instances such as the deliberate 
deletion and alteration of contents, such as apparently occurred in the present case]: 
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IV. INCORPORATION BY REFERENCE 

An applicant may incorporate by reference the prior application by including, in the 
continuation or divisional application-as-filed, an explicit statement that such specifically 
enumerated prior application or applications are "hereby incorporated by reference." The 
statement must appear in the specification. See 37 CFR 1.57(b) and MPEP § 608.01(p) 
The inclusion of this incorporation by reference statement will permit an applicant to amei 
the continuation or divisional application to include subject matter from the prior 
application^), without the need for a petition provided the continuation or divisional 
application is entitled to a filing date notwithstanding the incorporation by reference. For 
applications filed prior to September 21, 2004, the incorporation by reference statement 
may appear in the transmittal letter or in the specification. Note that for applications filed 
prior to September 21, 2004, if applicants used a former version of the transmittal letter 
form provided by the USPTO, the incorporation by reference statement could only be 
relied upon to add inadvertently omitted material to the continuation or divisional 
application. 

For applications filed on or after September 21, 2004, a claim under 35 U.S.C. 120 and 
37 CFR 1.78 for benefit of a prior-filed nonprovisional application or international 
application designating the U.S. that was present on the filing date of the continuation or 
divisional application is considered an incorporation by reference of the prior-filed 
application as to inadvertently omitted material subject to the conditions and 
requirements of 37 CFR 1.57(a). The purpose of 37 CFR 1.57(a) is to provide a 
safeguard for applicants when all or a portion of the specification and/or drawing(s) is 
(are) inadvertently omitted from an application. For applications filed on or after 
September 21, 2004, applicants are encouraged to provide an explicit incorporation by 
reference statement to the prior-filed application^) for which benefit is claimed under 3 5 
U.S.C. 120 if applicants do not wish the incorporation by reference to be limited to 
inadvertently omitted material pursuant to 37 CFR 1.57(a). See 37 CFR 1. 57(b) and 
MPEP § 608.0 l(p) for discussion regarding explicit incorporation by reference. 
An incorporation by reference statement added after an application's filing date is not 
effective because no new matter can be added to an application after its filing date (see 
3 5 U.S.C. 1 32(a)). If an incorporation by reference statement is included in an 
amendment to the sp ecification to add a benefit claim under 3 5 U. S . C . 1 20 after the filing 
date of the application, the amendment would not be proper. When a benefit claim under 
35 U.S.C. 120 is submitted after the filing of an application, the reference to the prior 
application cannot include an incorporation by reference statement of the prior 
application. See Dart Indus, v. Banner, 636 F.2d 684, 207 USPQ 273 (C.AD.C. 
1980). 

Mere reference to another application, patent, or publication is not an incorporation of 
anything therein into the application containing such reference for the purpose of the 
disclosure required by 35 U.S.C. 112, first paragraph. In re de Seversky. 474 F.2d 
671, 177 USPQ 144 (CCPA 1973). See MPEP § 608.0 l(p). As noted above, 
however, for applications filed on or after September 21, 2004, 37 CFR 1 .57(a) 
provides that a claim for the benefit of a prior-filed application under 37 CFR 1 .78 is 
considered an incorporation by reference as to inadvertently omitted material. See MPEI 
§201.17. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claim contains exemplary claim language, and it is not clear whether the 
claimed narrower range is a limitation. See MPEP 2173.05(d) as follows: 

2173.05(d) [R-l] Exemplary Claim Language ("for example," "such as") 

Description of examples or preferences is properly set forth in the specification rather 
than the claims. If stated in the claims, examples and preferences >may< lead to 
confusion over the intended scope of a claim. In those instances where it is not clear 

whether the claimed narrower range is a limitation, a rejection under 3 5 U. S.C. 1 1 2, 
second paragraph should be made. The examiner should analyze whether the metes and 
bounds of the claim are clearly set forth. Examples of claim language which have been held 
to be indefinite because the intended scope of the claim was unclear are: 

(A) "R is halogen, for example, chlorine"; 

(B) "material such as rock wool or asbestos" Ex parte Hall, 83 USPQ 38 (Bd. 
App. 1949); 

(C) 'lighter hydrocarbons, such, for example, as the vapors or gas produced" Ex 
parte Hasche, 86 USPQ 481 (Bd. App. 1949); and 

(D) "normal operating conditions such as while in the container of a proportioner" 
Ex parte Steigerwald, 131 USPQ 74 (Bd. App. 1961). 

>The above examples of claim language which have been held to be indefinite are fact 
specific and should not be applied as perse rules. See MPEP § 2173.02 for guidance 
regarding when it is appropriate to make a rejection under 35 U.S.C. 1 12, second 
paragraph.- 



Application/Control Number: 10/679,305 
Art Unit: 1636 



Page 10 



Claim 8 is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANCY VOGEL whose telephone number is (571)272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571 ) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/NANCY VOGEL/ 

Primary Examiner, Art Unit 1636 

NV 

11/24/08 
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